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Post Authorisation Assessments

Tialin 250 mg/ml Solution for Use in Drinking Water for Pigs, Chickens 
and Turkeys

Vm 10434/3008 

• 19 December 2023 Alignment with version 9 of the QRD templates.
• 26 October 2022 Unlimited renewal.
• 02 March 2022 Change in shape or dimensions of the container or 

closure (immediate packaging).
Changes in the qualitative and quantitative composition 
of the immediate packaging of the finished product.
Changes in the qualitative and quantitative composition 
of the immediate packaging of the finished product. 

• 11 February 2022 Deletion of manufacturer responsible for batch release 
and finished product.

• 30 March 2021 Deletion of manufacturing site for an active substance.
Submission of an updated Ph. Eur. certificate of 
suitability for an active substance from an already 
approved manufacturer.

• 21 May 2019 Submission of an updated Ph. Eur. certificate of 
suitability for an active substance from an already 
approved manufacturer.

• 12 February 2019 Changes to an existing pharmacovigilance system as 
described in the DDPS.

• 25 September 2018 Addition of a manufacturer responsible for batch release 
including batch control/testing.
Addition of a secondary packaging site of the finished 
product.
Addition of a primary packaging site of the finished 
product.
Addition of a manufacturing site of the finished product.

• 30 August 2018 Change in RMS from UK to NL. 


